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1 This international preliminary examination report has been prepared by this International Preliminary Examining 
Authority and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 5 sheets, Including this cover sheet 

□ This report Is also accompanied by ANNEXES. I.e. sheets of the description clairns ^ndAsr drawing 

been amended and are the basis for this report andA)r sheets containing rectfications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains Indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
l^ck of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regarel to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the intemational application 
Certain observations on the international application 
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International application No. PCT/GB 03A)4146 



I. Basis of the report 

1, With regard to the elements of the international application (Replacement sheets which have been furmshed to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since tfiey do not contain amendments (Rules 70. 16 and 70.17)): 

Description, Pages 

1 -23 as originally filed 

Claims, Numbers 

1 -28 as originally filed 

2- With regard to the language, all the elements marked above were available or furnished to this Authority In the 
language in which the international application was filed, unless othenwise indicated under this item. 

These elements were available or furnished to this Authority in the following language; , which is: 

□ the language of a translation fumlshed for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation fumlshed for the purposes of international preliminary examination (under 
Rule 55.2 andbr 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
Intemational preliminary examination was carried out on the basis of the sequence listing: 

□ contained In the Intemational application In written form. 

- □ filed together with the intemational application In computerreadable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the intemational application as filed has been fumlshed. 

□ The statement that the information recorded in computer readable form Is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted In the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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Hi. Non-establishment of opinion with regard to novelty. Inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
ISI claims Nos. 27 

because: 

IS! the said international application, or the said claims Nos. 27 relate to the following subject matter which 
does not require arilnternational preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed, 

□ no international search report has been established for the said claims Nos. 

2. A meaningful intemational preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1-28 



1-28 



1-26,28 (see item III) 



2. Citations and explanations 
see separate sheet 
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Item III: : >> •. ^■>- 

Claim 27 relates to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated 
with respect to the industrial applicability of the subject-matter of these claims 
(Article 34(4)(a)(l) PCT). 



For the assessment of the present claim 27 on the question whether it is 
Industrially applicable, no unified criteria exist in the. PCT Contracting States. The 
patentability can also be dependent upon the fomnulatlon of the claims. The EPO, 
for example, does not recognize as industrially applicable the subject-matter of 
claims to the use of a compound in medical treatment, but may allow, however, 
claims to a known compound for first use in medical treatment and the use of such 
a compound for the manufacture of a medicament for a new medical treatment. 



Item V: 

1 . D1 : FR-A-2 758 265 (PIERRE FABRE) 1 7 July 1 998 (1 998-07-1 7) cited In the 

application 

D2: EP-A-0 51 7 21 1 (TEIKOKU SEIYAKU KK, JP) 9 December 1 992 (1 992-1 2- 
09) 

D3: EP-A-0 232 877 (ZETACHRON) 1 9 August 1 987 (1 987-08-1 9) 
D4: US-A-3 943 246 (E.STORMER) 9 March 1976 (1976-03-09) 

2. None of the documents cited in the search report discloses the combination of 
oxytocin and effervescent vehicle. Therefore the requirements of novelty (Art. 
33(2) PCT) are met. 

3. The problem of the pending application was to provide a delivery device for the 
induction or augmentation of labour. Closest prior art: D2-D4 all disclose oral or 
buccal formulations which can comprise oxytocin. D1 discloses effervescent 
microspheres comprising an active agent without mentioning oxytoxin. The 
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applicant has found out that^effeivescent oxytocin formulations give a more - - 
consistent release profile and liave a higli level of patient acceptability. There was 
no hint in the prior art that effen^escent oxytocin fonnulations would solve the 
posed problem. Therefore the requirements of inventive step (Art. 33(3) PCT) are 
met, too. 
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